NACMOPT Ne 1152125 A LIEL
cTp. 1 M3 2
"ﬁ OTAEN KOHTPOINA KAYECTBA
Nuuensua Ne N1012-00102-77/00010585
MAKMN3DAPMA AMEL
HQSMEEA?T%HME Mnarpun® TabneTkwn, NOKpbITble NFIEHOYHOWU 06onoukon, 75 Mr

;gigﬁ%ﬁ;mﬂ;ipoem HOMEP CEPUI: PL1451025

A0M B, " | AATA MPOU3BOACTBA: 01.10.2025

ggz::g g, TOREH AO: 30.09.2027

CTpoeHHe 8 OEbEM CEPUM: 9 411 ynak. Ne30

Ten.: (495) 981-00-88 NPON3BOANTENb: 000 «MAKU3-PAPMA»

AHANMU3 NO: J-006376-290720, usm. Nei, 2, 3, 4
XPAHEHHKE: Mpu Temnepartype He Bbile 25 °C.

Ne HaumeHoBaHue

nin fokasaTans Tpeb6osanus HO PesynbTatkl aHanusa

1. | ONMUCAHUE BuayanbHbii. Kpyrnble AsoskoBbinyknble Tabnetkn ¢ | Kpyrnbie ABOsiKOBbINyKble Tabnetku ¢ cac-
¢hackoii, NOKPLITbIE MNEHOMHOA OBGONOYKOA PO30BOrO | KO, MOKPBITHIE MIEHOYHOW oBonoukoi po-
useTa. 30BOro LBeTa.

2. | NOANMUHHOCTDL Y®-cnektpochoToMeTpus. YO-cnekrpbl nornoweHnsa | Y®-cnekTpbl MNOrMOLLEHUA UCMbITYeMoro wu
MCMBLITYEMOrO W CTaHAAPTHOro pacTeopos B 061acT OT | cTaHAapTHOro pacTeopos B obnactu ot 250
250 p,0 300 HM AOMKHBI UMETb MAKCUMYMBI NPY OAHNX 1 | A0 300 HM UMEIOT MaKCUMYMbI NPU OAHUX W
TEX e ANNHaX BOJH. Tex xe ANuHaxX BOMH.

B3XX. Bpems yaepxuBaHusi OCHOBHOTO NMUKa Ha xpo- | Bpems yaepXuBaHWA OCHOBHOIMO NUKa Ha
MaTtorpaMMe WUCMLITYEMOro pacTBopa JOMKHO COOTBET- | XpOMAaTorpamme MWCNLITYEMOro  pacTtsopa
CTBOBaTb BpPEMEHU YAEPXWBAHWSA MUK KIONUAOrPeria | COOTBETCTBYET BPEMEHUN YASPKMBAHUA NUKa
Ha XpomaTorpaMme CTaHAAPTHOrO pacTsopa (pasgen | KNONWAOIPENna Ha Xpomarorpamme CTaH-
«KonuyectBeHHOE onpegeneHne). fapTHoro pacteopa (pasgen «Konuue-
CTBEHHOE OnpejeneHue).
CPEOHAA MACCA Fd Po, 09C.1.4.2.0009.15.
Ot 248,56 80 263,94 mr (256,25 mr + 3,0 %). 257,10 mr (+0,3%)
4, | PACTBOPEHUE o Po, 090C.1.4.2.0014.15, (98%)
Y — cnexrnodhoTomernug, 98%
He meHee 80 % (Q) oT 3aABNEHHOro KONU4ecTsa Knonu- 98%
aorpena vepes 30 MUHYT. 99%
100%
96%
99%
5. | POOCTBEHHLIE B3XX.
NMPUMECHU Mpumeck A — He 6onee 1,2 %; 0,08%
npumeck C — He 6onee 1,5 %,; He o6HapyxeHo
eAWHUYHAA HeuaeHTuULMpOoBaHHasA npumech — He 60- 0,06%
nee 0,2 %;
cymma npumecei — He 6onee 2,5 %. 0,19%
6. | BOOA o PP, 09C.1.2.3.0002.15, meTtoa K. Puwepa.
He 6onee 7,0 %. 1,5%
7. | MUKPOBUOINOIMMYECKASR | F'd PP, 09C.1.2.4.0002.18, kaTeropus 3A.
YUCTOTA O6uee 4ncno aapobHBIX MUKPOOPraHU3MoB - He Gonee 10KOEB 1T
10°KOE B 1 1 (Mn);
O6Liee YUCNO APOMOKEBBLIX W MNECHEBbIX rpnboB: He MeHee 10 KOEB 1T
Gonee 10° KOE B 1 r (Mn);
Escherichia coli: otcyTctBue 8 1 1 (Mn). He o6HapyeHo
8. | OOHOPOOHOCTb ro Pod, 09C.1.4.2.0008.18, cnoco6 1.
JO3UPOBAHUA AV £ 15,0 % (n = 10), ecnn ycnosue He BbINOMHAETCA,
T0 AV £ 15,0 % (n = 30), u ana 30/30 TabneTok konude- AVio=12,4%
CTBEHHOE CoAepXaHue Knonuaorpena AOMKHO Haxo-
AnTbes B uHTepsane 0,75-M — 1,25-M.
9. | KONIMMECTBEHHOE B3XX. Ot 71,25 po 78,75 mr knonuaorpena (ot 95,0 % 73,85 mr
ONPEQENEHUE A0 105,0 % OT 3asBNEHHOrO Konu4ecTsa) B ofHON Tab- (98,5%)
neTke.

10. | YNAKOBKA Mo 10 TabneTok B KOHTYpHYylO sueilkoByio ynakoBky | Mo 10 Tabnetok B KOHTYPHYIO SYEAKOBYIO
(6nncTep) W3 NrieHKN NOMUBUHWIIXNOPUAHOKA U donbrn | ynakosky (6rmctep) us nneHxn NBX/MBOX
anioMWHNEBOW AW B KOHTYPHYIO SYEWKOBYIO YNakoBKy | ¢honbrit anioMuHUeBon.

(6nuctep) ns nnexkn NBX/MBOX v donbry anomMmuHue-

BOW. i

Mo 3 unn 6 KOHTYPHLIX AYENKOBLIX YNakoBoK (6nucTe- | Mo 3 KOHTYPHBIX A4YelikoBbIX ynakoBok (6aun-
poB) nnu no 1 6aHke BMECTe ¢ MHCTPYKUMEN NO NpUMe- | CTEPOB) BMECTE C MHCTPYKUMen no npume-
HEHMIO B NaYKy KAPTOHHYIO. HEHUIO B NaYKy KAPTOHHYIO.

11. | MAPKUPOBKA lMepsuy4Has ynakoska lepsuyHas ynaxoska
Ha xoumypHoi smelikoeoll ynakoske (6nucmepe) Ha | Ha  koHmypHol  suelikosol  yriakoske
PYCCKOM $13blKe yKasblealom: TOproBoe HaumeHoBaHue | (6rucmepe) Ha PYCCKOM 53biKe yKasaHo:
npenapata ¢ NpeAynpeAuTentbHON MapkupoBkol ®, | ToproBoe HauMeHoOBaHME npenapara c
MEXAYHapOAHOE HEMAaTeHTOBAHHOE HaWMEHOBaHME U | NpeAynpeauTenbHOW — Mapkuposkoid  ®,
BO3NPOBKY (Ha pYycCKOM W aHrMUACKOM A3biKax), | MEXAYHapoaHoe HenaTeHToBaHHoe
NEeKapCcTBEHHylo hopMy, HaMMEHOBaHWE  TOBapHbI | HAUMEHOBaHWE U A03UPOBKa (Ha PYCCKOM M
3HaK (NaTuHWUEW) JepXaTens PerucTpaLMoOHHOro | aWrnuickom  A3blikax),  flekapcTeeHHan
YL,OCTOBEPEHUs, HOMEP Cepuu, AaTy WCTeYeHns cpoka | ¢opma, HauMeHOBaHWe  TOBAPHLIA 3HaK
FrOLHOCTH. (naTtuHuuen) aepxaTtens perucTpaunoHHoOro

YAOCTOBEpEHUS, HOMep cepuu, jparta
MCTEUEHNS CPOKA FOAHOCTH.




«TpvHMMaTL NO HAasHa4YeHW!O Bpayay, YCNOBUA OTNYCKa,
cnocob npumeHeHus, Haanueb «®» -
3apErMCTPUPOBAHHLIA  TOBApHbIA  3HaK»,  HOMeEp
CBUAETENHCTBA O PErucThaumu TOBAPHOTe  3Haxa,
Homep perucTpaLuorHOro YAOCTOBEPEHUA,
HaumeHoBaHue Aepxartens perncTpaumoHHoro
YAOCTOBEPEHNsA, €ro CcTpady W ToBapHblh 3HaK
(naTuHuUelt), HaumeHoBaHWe, CTpaHy 1 ropos, (bupMbl-
NPOU3BOAUTENSA, LUTPUX-KOA, HOMEp cepun, AaTy
UCTEYEHUA CpOKa rOAHOCTH, LUTPUX-KOA B chopmarte
DataMatrix, rnoGanbHbili MASHTUDUKALMOHHBIA HOMEP
TOProBOM €AWHWUUBI WM  MHAWBUAYaNbHBIA CEPUAHBIM
HOMEp TOProBOii €AUHNLIbI.

LononHumensHO Ha emopu4Holl yrnakoeke (Ha navke
KapmoHHO{i) Ha aHenulickoM $3biKe yKa3bigalom:
TOProBOE HaMMeHOBaHWe NekapCTBEHHOro npenapara,
MEXAYHAPOAHOE HENaTeHTOBAHHOE HauMeHoBaHue,
AO3UPOBKY, JIEKapCTBEHHYIO (POpPMY U KONWUYECTBO
TabneTok B ynakoske, Hagnuck «Antiaggregant».

KK-006/3®8
MACTIOPT Ne 1152/25
cTp. 2 U3 2
é 'OTAEN KOHTPOIA KAYECTBA
JnueHsus Ne 11012-00102-77/00010585
MAKM3®APMA | HAMMEHOBAHME 8 "
NPEMNAPATA: Mnarpun® TabneTky, NOKpPLITLIE NSIEHOYHON 060NOUKON, 75 Mr
10922%;- Mockea oes HOMEP CEPUMHA: PL1451025
BTOMOOUIbHbBIA N b
SoME. Pofsh: "HATA NPOM3BOACTBA: | 01.10.2025
cIpeenmeLd, F'OQAEH AO: 30.09.2027
CTPOEHUE 6, S
cTpoeHue 8 OBbLEM CEPUMN: 9 411 ynak. Ne30
Ten. (495) 981-00-88 NPON3BOOUTESb: 000 «MAKN3-OAPNA»
AHANN3 NO: Nnn-006376-290720, nam. Ne1, 2, 3, 4
XPAHEHME: Mpu Temnepartype He Bbiwe 25 °C.
Ne HaunmeHoBaHue
nin nokasatens TpeGosanua HO PesynbTaTh! aHanusa
BmopuyHas ynakoska BmopuyHas ynakoeka
Ha kapmonHoli navke Ha pycCKOM si3bike ykasblealom: | Ha xapmoHHOU nauyke Ha PYCCKOM si3biKe
TOoproeoe HanMmeHoBaHune npenapara C yKasaHo: TOproeoe HanMeHoBaHue
npeaynpeauTensHoi mapkuposkod ®, MexayHapoaHoe | npenapara c npeaynpeauTensHo
HenaTeHToBaHHOe HavMeHOoBaHue, AO3NPOBKY, | MapKUPOBKOW ®, MEXAYHapoaHoe
qaapmaKOTepaneBTqucxylo rpynny, JieKapCTBEHHYIO HenaTeHToBaHHOE HauMeHoBaHune,
cbopmy “n KONnnyecTso TabneTok B ynakoBke, AO31pPOBKa, q)apmaKOTepaneBTquCKaﬂ
HAaUMEHOBaHWE U  COAEPXaHWE  AeNCTBYIOLIEro | rpynna, JiekapcTBeHHas thopma n
BelwectsBa B OAHOVI 'ra6neT|<e, YCNoBUA XpaHeHuA, KONMNYeCcTBO TabneToK B ynakoBke,
npeaynpeantenbibie Haanucu «Co,qepmuT NakTo3bl HauMmeHoBaHue ] coaepxanne
MOHOrMApaT», «XpaHWTb B HEAOCTYNHOM ANA AeTel | AJeWCTBylOWero BewiecTBa B OAHOW
MecTe», «nepep, npuMeHeHuem npenapata TaﬁﬂeTKe, ycnosua XpaHeHusA,
03HaKOMbTECH C  npunaraemoit  WHCTpyKumeii», | npeaynpeauTenbHble Haanucn «CoaepxuT

nakTo3bl  MOHOrMApaT», «XpaHuTe B
HEeAOCTYNHOM Ans AeTel mecte», «[epep
npyMEHEHWEM npenapaTa O3HaKOMbTECb C
npunaraemolt  uHCTpyKunel», «MpunimaTe
No HasHa4YeHWio Bpauay, YCNOBUA OTNycKa,
cnoco6 npumeHeHusi, Haagnuce «®» -
3apEerncCTpUpPOBaHHbIi  TOBapHbIA  3HAK»,
HOMEp CBMAETENLCTBA O perucTpauun
TOBapPHOro 3Haka, HOMep PErMcTPaLMOHHOro
YAOCTOBEPEHUSA, HAKMEHOBaHNE AepXaTens
perncTpauuorHOro  YAOCTOBEPEHMUs, €ro
cTpaHa W TOBapHbIi 3HAK (NaTMHULER),
HaMMEHOBaHue, cTpaHa U ropos upMbl-
NPOM3BOAUTENSA, LUTPUX-KOA, HOMEP cepuum,
fara WUCTEMEHUA CpoKa FOAHOCTM, LUTPUX-
kon B cdopmate DataMatrix, rmobanbHbIf
WAEHTWUKALUMOHHEI  HOMEp  TOProBoiA
€AMHULBI 1 WHAMBMAYANbHLIA CepPUHbIN
HOMEp TOProBoOW eAUHNLbI.

HononnumernsHo Ha 8mMoOpuyHOU ynaxkoske
(Ha nauyke kapmowdHOU) Ha aHanulckom
53blIKe yKasaHO: TOProBOE HauMeHOBaHue
JIeKapCTBERHOFO npenapara,
MeXayHapoaHoe HenaTeHToBaHHOE
HauMEHOBaHNE, [O3MPOBKA, NleKapCTBeHHas
¢hopma 1 konu4ecTBo TabnNeTok B ynakoske,
Hagnuck «Antiaggregant».
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